15 



CLAIMS 

1. Moxifloxacin hydrochloride form A, characterized by 
an X-ray diffraction spectrum having the following 
principal peaks: 
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2. Moxifloxacin hydrochloride form A, characterized by 
an X-ray diffraction spectrum as shown in Figure 1. 

3. Moxifloxacin hydrochloride form A, characterized by 
a solid-state 13 C-NMR spectrum as shown in Figure 2. 

4. Moxifloxacin hydrochloride form A, characterized by 
an IR spectrum as shown in Figure 3 . 

5. Moxifloxacin hydrochloride form A, characterized by 
a DSC graph as shown in Figure 4 . 



II 
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6. A method for the preparation of moxifloxacin 
hydrochloride form, A which comprises the steps of: 

a) suspending moxifloxacin hydrochloride in a solvent 
selected from alcohols and polyols or mixtures thereof, 
in which the resulting mixture has an overall water 
content of between 2.5% and 0.01% by weight, 

b) heating the mixture under reflux, 

c) cooling, and 

d) isolating the product. 

7 . A method according to Claim 6 in which the 
moxifloxacin hydrochloride in step a) is in anhydrous 
or monohydrate crystalline form. 

8 . A method according to Claim 7 in which the 
moxifloxacin hydrochloride is in an anhydrous form 
having a water content of less than 0.3%. 

9. A method according to Claim 6 in which the solvent 
is a Ci-C 6 alcohol or polyol, preferably ethanol or 
isopropanol . 

10. A method according to Claim 6 in which the solvent 
has a water content of between 1% and 0.01%, preferably 
between 0.3% and 0.01%, more preferably between 0.1% 
and 0.01%. 

11. A method according to Claim 6 in which the mixture 
is cooled to room temperature. 

12 . A method according to Claim 6 in which the solvent 
is used in a ratio of between 50:1 and 2:1, preferably 
between 30:1 and 5:1, more preferably about 10:1, the 
ratio being expressed as ml of solvent per gram of 
moxifloxacin hydrochloride. 

13. A method according to Claim 6 in which the mixture 
is heated under reflux for at least 1 hour, preferably 
for about 4 hours . 

14. A method for treating bacterial infections which 
comprises administering moxifloxacin hydrochloride form 
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A according to Claims 1 to 5 to a patient in need of 
such a treatment . 

15. Moxifloxacin hydrochloride form A according to 
claims 1 to 5 for use as a medicament. 

16. Use of moxifloxacin hydrochloride form A, according 
to claims 1 to 5 , for manufacturing a medicament for 
the treatment of bacterial infections. 

17. Pharmaceutical compositions comprising moxifloxacin 
hydrochloride form A according to Claims 1 to 5 and at 
least one pharmaceutically acceptable excipient . 

18. Moxifloxacin hydrochloride form B, characterized by 
an X-ray diffraction spectrum having the following 
principal peaks: 
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Angle (29) 


D (A) 


Rel . Intens . 
(I/Io) 
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19. Moxifloxacin hydrochloride form B, characterized by 
an X-ray diffraction spectrum as shown in Figure 6. 

20. Moxifloxacin hydrochloride form B, characterized by 
an IR spectrum as shown in Figure 7 . 

21. Moxifloxacin hydrochloride form B, characterized by 
a DSC graph as shown in Figure 8 . 



♦ I 



19 



22. A method for the preparation of moxif loxacin 
hydrochloride form B, which comprises the steps the 
steps of: 

a) suspending moxif loxacin hydrochloride in a solvent 
selected from alcohols and polyols or mixtures thereof, 
in which the resulting mixture has an overall water 
content of between 2.5% and 0.01% by weight, 

b) heating the mixture under reflux, 

c) cooling, 

d) isolating the product, 

e) reslurrying at reflux the solid in a solvent 
selected from alcohols and polyols or mixtures thereof, 
in which the resulting mixture has an overall water 
content of between 2.5% and 0.01% by weight and 

f) isolating the product. 

23. A method according to Claim 22 in which the 
moxif loxacin hydrochloride in step a) is in anhydrous 
or monohydrate crystalline form. 

24. A method according to Claim 23 in which the 
moxifloxacin hydrochloride is in an anhydrous form 
having a water content of less than 0.3%. 

25. A method according to Claim 22 in which the solvent 
of steps a) and e) is a Ci-C 6 alcohol or polyol, 
preferably ethanol or isopropanol. 

26. A method according to Claim 22 in which the solvent 
of steps a) and e) has a water content of between 1% 
and 0.01%, preferably between 0.3% and 0.01%, more 
preferably between 0.1% and 0.01%. 

27. A method according to Claim 22 in which the mixture 
is cooled to room temperature. 

28. A method according to Claim 22 in which the solvent 
is used in a ratio of between 50:1 and 2:1, preferably 
between 30:1 and 5:1, more preferably about 10:1, the 
ratio being expressed as ml of solvent per gram of 
moxifloxacin hydrochloride. 
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29. A method according to Claim 22 in which step e) is 
performed by heating the mixture under reflux for 1 to 
4 hours, preferably for about 2 hours. 

30. A method for treating bacterial infections, which 
comprises administering moxifloxacin hydrochloride form 
B according to Claims 18 to 21 to a patient in need of 
such a treatment . 

31. Moxifloxacin hydrochloride form B according to 
claims 18 to 21, for use as a medicament. 

32. Use of moxifloxacin hydrochloride form B according 
to claims 18 to 21 for manufacturing a medicament for 
the treatment of bacterial infections. 

33. Pharmaceutical compositions comprising moxifloxacin 
hydrochloride form B according to Claims 16 to 19 and 
at least one pharmaceutically acceptable excipient. 



